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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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DETAILED ACTION 

Status of Application 

1 . The response filed August 25, 2009 has been received, entered and carefully 
considered. The response affects the instant application accordingly: 

a. Claim 1 has been amended. 

2. Claim 1 is pending in the case. 

3. Claim 1 is present for examination. 

4. The text of those sections of title 35.U.S. Code not included in this action can be 
found in the prior Office action. 

5. All grounds not addressed in the action are withdrawn or moot. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor, at the time the application was filed, had possession of 
the claimed invention. The specification does not provide adequate written description 
as to which nitroxide containing compounds or polyhydroxy acid containing compounds 
would be useful for the method of treating glaucoma. The specification does not provide 
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a clear and specific chemical formula or specific structure/function relationship for the 
method claimed. 

The claim is drawn on a nitroxide containing compound or polyhydroxy acid 
containing compound wherein there is no description as to conformation, compound 
structure formula, degree of substitution, or activity is required for the claimed method. 
As written, any compound with any stable nitroxide free radical or compounds with more 
than one hydroxyl acid substitution would apply which is substantially broader than the 
examples presented and described in the specification. It is unlikely that all or practically 
all of the compounds encompassed by the broad claim have the same effect purely 
based on steric hindrance for all the compounds with different cores and configurations 
to affect the same receptor or cellular target/pathway (see Danziger et al.). The article 
while directed to automated drug design, specifically addresses the issue of steric 
hindrance which essentially means that the shape, design, including the kinds and 
amount of substituents greatly affect the ability and efficacy of a drug to bind to the 
desired receptor and function appropriately. As a result, not all the compounds in the 
broad recitation would be useful for the pathway for affecting glaucoma wherein there is 
inadequate description as to which compounds would produce an effect for treating 
glaucoma. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Wolf et al. 
(U.S. Pat. 4470965). 

Wolf et al. teaches a method of treating glaucoma comprising administering a 
preparation comprising celiprolol hydrochloride and a buffer including citric acid 
(polyhydroxy acid) (see full document, specifically Abstract and claims 1 , 7, 8, 1 0, 1 3) 

All the critical elements are taught by the cited reference and thus the claims are 
anticipated. 

8. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Ko et al. (The 
Combined Effect of Brain-Derived Neurotrophic Factor and a Free Radical Scavenger in 
Experimental Glaucoma). 

Ko et al. teaches a method of treating glaucoma (intraocular pressure) 
comprising administering brain-derived neurotrophic factor (BDNF) and the free radical 
scavenger N-tert-butyl-(2-sulfophenyal)-nitrone(S-PBN, a polyhydroxy acid) in 
hypertensive eyes. The survival of the retinal ganglion cells with BDNF was moderate, 
with S-PBN alone was not significant, and the combination of both was significant and 
synergistic (see full document, specifically Abstract, Results, and Discussion). 

All the critical elements are taught by the cited reference and thus the claims are 
anticipated. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

9. Claim 1 is rejected under 35 U.S.C. 102(e) as being anticipated by Petrus (U.S. 
Pat. 6573299). 

Petrus teaches a method of treating eye disorders such as glaucoma comprising 
administering at least one alpha hydroxy acid (polyhydroxy acid) such as citric acid, 
glycolic acid, and lactic acid (see full document, specifically Abstract and claims 1 and 
3) 

All the critical elements are taught by the cited reference and thus the claims are 
anticipated. 

Response to Arguments 

10. Applicant's arguments with respect to claim 1 have been considered and due to 
the amendments to the claims, the rejections are overcome and subject to the new 
grounds of rejections addressed above. 

Conclusion 

1 1 . Claim 1 is rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GIGI HUANG whose telephone number is (571 )272- 
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9073. The examiner can normally be reached on Monday-Thursday 8:30AM-6:00PM 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Fredrick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner, Art Unit 1612 



